Marketing Authorization for Vitamin D in Milk, Goat’s Milk and
Margarine: SOR/2021-278

Description of content:

The proposed regulations would amend the Food and Drug Regulations
(FDR) to require front of package (FOP) labelling for prepackaged products
containing nutrients of public health concern (sodium, saturated fats and/or
sugars) at or above a certain threshold to enable Canadians to more easily
identify foods high in these nutrients and make healthier and more
informed decisions. The proposed amendments would also repeal the table
of permitted nutrient content statements and claims following section
B.01.513 and incorporate it by reference in the FDR. Doing so would enable
Health Canada to more efficiently amend such claims in response to evolving
science.

The proposed amendments would also increase vitamin D fortification levels in
milk, goat's milk and margarine to help bring the vitamin D intakes of
Canadians closer to the 2011 recommendations of the National Academy of
Medicine (NAM), formerly the Institute of Medicine (IOM). Given the
decision to prohibit the sale of foods that contain Partially Hydrogenated
Oils (PHOs) by adding PHOs to Part 1 of the List of Contamina nts and Other
Adulterating Substances in Foods , pursuant to the Notice of Modification:
Prohibiting the Use of PHOs in Foods (Ref. No.NOM/ADMC 2017 -3),
amendments to the FDR are proposed to ensure a coherent prohibition on the use
of PHOs in foods.

Objective and rationale:

The objectives of the proposed amendments to the FDR are to:

1.Help reduce risks to health by providing consumers with quick and
easy information on foods high in sodium, sugars and/or saturated fat to

help reduce consumption of these nutrients;



2. Enable efficient and timely updates to nutrient content claims in the future;

3. Increase vitamin D in the food supply to help promote adequate bone
health among Canadians without incurring risk of excessive intakes;

4. Ensure that certain definitions, food standards and other regulatory
provisions within the FDR are consistent with the prohibition on the sale of foods
that contain PHOs;

5.Remove unnecessary labelling requirements for foods containing the high -
intensity sweeteners aspartame, sucralose, acesulfame -potassium and
neotame, while also improving the legibility of the mandatory phenylalanine
statement for foods containing aspartame.

Description

The MA will enable manufacturers to voluntarily increase the vitamin D level in
cow’s milk, goat’s milk and margarine by creating an exemption to certain
prohibitions found in the Food and Drugs Act (FDA) and provisions found in the
FDR. In the absence of this MA, these higher amounts of vitamin D would be
prohibited under the FDA and the FDR. As such, the MA will create exemptions
to paragraphs 4(1)(a) and (d) and sections 6 and 6.1 of the FDA, and sections
B.01.042 and D.01.011 for cow’s milk and margarine, and paragraphs 4(1)(a) and
(d) of the FDA and sections B.08.029 and D.01.011 of the FDR for goat’s milk.
The vitamin D amounts in the food must align with those indicated in the MA and
are determined based on the state of the product as indicated in the MA, if one is
provided (e.g. when reconstituted and ready-to-serve, reconstituted to original
volume, reconstituted according to directions for use). In order to be in
compliance with the 2016 nutrition labelling regulations, manufacturers must
apply the new DV for vitamin D as per the Table of Daily Values.

For consistency with the new DV for vitamin D set out in the 2016 nutrition
labelling regulations, vitamin D quantities in the MA are based on

micrograms (ug) rather than international units (1.U.). For clarity and ease of



calculation, the MA requires a vitamin D amount per 100 mL of cow’s milk and
goat’s milk and a vitamin D amount per 100 g of margarine.

For cow’s milk and goat’s milk, the MA sets out the amount of vitamin D at 2
Kg/100 mL, and at 26 pg/100 g for margarine. All other requirements under the
FDA and FDR for cow’s milk, goat’s milk and margarine will continue to apply.
If a manufacturer chooses not to increase the amount of vitamin D in these foods
to the levels set out in the MA, the current FDR provisions pertaining to vitamin
D amounts will continue to apply.

Coming into force and transitional provisions

This MA will come into force upon registration.



Ban dich tham khao

Gidy phép Tiép thi cho Vitamin D trong Sira, Sira dé va Bo thuc
vat: SOR/2021-278

M6 ta ngi dung:

Céac quy dinh duoc dé xuit sé sira d6i Quy dinh Thue phadm va Dugc phdm
(FDR) dé yéu cau dan nhan trude bao bi (FOP) cho cac san pham dong goi san cd
chtra cac chat dinh dudng giy quan ngai dén strc khoe cong dong (natri, chat béo
bdo hoa va / hodc duong) & hodc cao hon mot ngudng nhat dinh dé cho phép
nguoi dan Canada dé dé dang xac dinh céc loai thuc pham c6 nhiéu chat dinh
dudng nay va dua ra quyét dinh lanh manh va sang suét hon. Cac stra d6i dugc dé
xut cling s& bii bo bang cac tuyén bd va cong bd vé ham luong dinh dudng duge
phép theo phan B.01.513 va két hop nd bang cach tham chiéu trong FDR. Lam
nhu vay s& cho phép Bo Y té Canada stra d6i cac tuyén b ndy mot cach hiéu qua
hon dé dap ung v4i nén khoa hoc dang phat trién.

Céc stra doi dugc dé xuét ciing sé& ting muc do ting cudng vitamin D trong
sita, sita dé va bo thuc vat dé giup dua lugng vitamin D cta nguoi Canada gan
hon vo1 cac khuyén nghi ndm 2011 cua Hoc vién Y khoa Qubc gia (NAM), trudc
day 1a Vién Y hoc (IOM). Pua ra quyét dinh cAm ban thyc pham c6 chira dau
hydro héa mot phan (PHO) bang cach thém PHO vao Phan 1 cia Danh sach céac
chét gdy 6 nhiém va céc chat két dinh khac trong thyc pham, theo Thong bao sira
d6i: Cam st dung PHO trong thyc pham (Tham khao s6 NOM / ADMC 2017 -3),
cac stra d6i d6i vai FDR duoc dé xuat dé dam bao nghiém cam nhat quéan viée str
dung PHO trong thyc pham.

Muc tiéu va co s¢ ly luan:

Muc tiéu cua cac stra do1 duoc dé xuat do1 voi FDR la:



1.Giup giam thiéu rai ro d6i voi stc khoe bang cach cung cdp cho ngudi
tiéu dung thong tin nhanh chong va d& dang vé thuc pham giau natri, duong va /
hozc chit béo bdo hoa dé gitip giam tiéu thu cac chit dinh dudng nay;

2. Cho phép cép nhat hiéu qua va kip thoi cac cong bd vé ham lugng dinh
dudng trong tuong lai;

3. Tang cudng vitamin D trong ngudn cung cap thuc phim dé giup ting
cuong strc khoe xwong day dii cho nguoi Canada ma khong phai chiu rui ro tiéu
thu qua nhiéu;

4. Pam bao rang cac dinh nghia, tiéu chuan thuc pham va cac diéu khoan
quy dinh khac trong FDR nhat quan véi viéc cam ban thuc pham cé chira PHO;

5. Loai bo cac yéu cau ghi nhan khong can thiét dbi véi thuc pham co chia
chit tao ngot néng d6 cao aspartame, sucralose, acesulfame-kali va neotame,
ddng thoi cai thién tinh d& doc cua cng bd bat budc vé phenylalanine dbi véi
thuc pham c6 chira aspartame.

Mo ta

MA sé& cho phép cac nha san xuat tu nguyén ting muc vitamin D trong sita
bo, stra dé va bo thuc vat béng céch tao diéu kién mién trir méot s6 diéu cAm duge
quy dinh trong Pao luat Thuc pham va Thubc (FDA) va cac diéu khoan trong
FDR. Trong truong hop khong c6 MA nay, nhitng lugng vitamin D cao hon nay
s& bi cAm theo FDA va FDR. Nhu vay, MA s€ dua ra cac mién trir d6i v&i cac
doan 4 (1) (a) va (d) va cac muc 6 va 6.1 cua FDA, va cac muc B.01.042 va
D.01.011 ddi voi sira bo va bo thuc vat, va cac doan 4 (1) (a) va (d) cia FDA va
cic muc B.08.029 va D.01.011 caa FDR d6i véi sita dé.

Luong vitamin D trong thyc pham phai pht hop véi lugng vitamin D dugc
chi ra trong MA va dugc xac dinh dya trén trang thai ctia san phém nhu duoc chi
ra trong MA, néu ching dugc cung cip (vi du: khi di hoan nguyén va sin sang
phuc vu, dugc hoan nguyén vé khoi luong ban dau, hoan nguyén theo hudéng dan
stt dung). Dé tuan thl cic quy dinh ghi nhin dinh dudng nim 2016, cac nha san
xuat phai 4p dung DV méi cho vitamin D theo Bang gié tri hang ngay.

Pé nhat quan v6i DV méi cho vitamin D duoc dua ra trong quy dinh ghi
nhadn dinh dudng nam 2016, lugng vitamin D trong MA dugc dua trén microgam
(ug) chtr khong phai don vi quc té (LU.). Pé 1 rang va dé tinh toan, MA yéu
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cau luong vitamin D trén 100 mL sira bo va sita dé va luong vitamin D trén 100 g
bo thuc vat.

Déi voi sita bo va sita dé, MA dua ra luong vitamin D ¢ mic 2 pg / 100
mL va 26 pg / 100 g d6i v6i bo thuc vat. Tat ca cac yéu cau khac theo FDA va
FDR ddi vdi sita bo, sita dé va bo thuc vat sé tiép tuc duogc ap dung.

Néu nha san xuét chon khong ting lugng vitamin D trong nhing thuc
pham nay dén muc quy dinh trong MA, thi cac diéu khoan FDR hién hanh lién
quan dén luong vitamin D sé tiép tuc duoc 4p dung.

C6 hiéu lue va cac dieu khoan chuyén tiep

MA nay s€ c6 hi¢u luc khi dang ky.



